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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re the Application of: 

Cheng et ai. 
Serial No.: 08/900,559 
Filed: 07/25/97 

For: METHOD OF USE OF ONE STEP 
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FOR STREPTOCOCCUS A ANTIGEN 
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Examiner Spiegel: 

Attached are proposed amended claims for the above-referenced application I would 
Uke to call you on October 16, 1998 or another time more convenient for you in order to 
discuss the proposed amendments. 

Kindly cancel claims 1-9 and add the following claims 10-20: 

A method for determining the presence or absence of Streptococcus Group A / 
antigen In a sample, comprising: ^. 

(a) providing a lateral flow immunochromatographic device comprising a 3 
sample receiving region of porous material in liquid flow contact with a ^ 
separate detection region of porous material, / 
wherein said detection region comprises a mobile labeling reagent at a 
discrete labeling situs and an immobilized capture reagent at a discrete -7 
capture situs, and ^ 
wherein said labeling reagent is a detectable label coupled to a binder 

J which specifically binds to said antigen to form a labeled complex and said ^ 

capture magent specifically binds to said antigen or to said labeled 
comple^^ 

(b) extractir^aid antigen from said sample with an extraction solution ' ""/^ 
i comprising one or two extraction reagents -in an assay chamber, wherein , ^ 
I sai d one ex Ugction reagent is added to the assay chamber, to formC) ^ 

<3 mi4 e)rtrac t^r wherein said two extraction rea pepts are added to said , ^ 
assay chamber in any order, to fon Ca liquid extract^ 
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(c) inserting said sample receiving region of said latdrai flow/^ ^ 
immunochromatographic device into said liquid elrtractr^ereby said liquid ^ 
extract flows through said labeling situs and then through said capture ^ o 
situs, without further addition of reagents or manipulation of said samole- 2 / 
and ^ 

(d) detennining the presence or absence of said antigen in said sample by 
detecting the presence or absence of said detectable label at said capture ^ 
situs. -^5^ 




11. The method of claim 1 0 wherein said detection region^rther comprises both a 
discrete control labeling situs comprising a tfqiiid mobilizablc labeled control reagent ^ 
and a discrete control capture situs comprising an immobilized control capture 5 
reagent which specifically binds to and Immobilizes said labeled control reagent, and y 
wherein said method further comprises ' 5* 

(e) determining the presence of said immobilized labeled control reagent at C 
said control capture situs as an Internal control that the assay was ^ 
performed properly. ^ 

12>\ The method of claim 1 0 whereirLsaid^mple is a throat swab sample and said / 
extracting step further comprise^ntactinmsgidJhcQat swab sample with said ^ 
extraction solutiori^or at least 10 secondTA ~^ . — 5 

I The methodof claim ri wherein said sample Is^^roat swab sample and said / 
xtracting step further comprises vigorously mixing said throat swab in said 2 
Extraction solutiorj^or at least 1 0 seconds. ^> ^ 

14. The method of claim 10 wherein said extraction solution comprises 0.1-2.5 M / 
sodium nitrite and 0.01-1 M acetic acid. "^i— 

15. The method of claim 10 wherein said two extraction reagents comprise a 0.2-5 M / 
sodium nitrite solution and a 0,02-2 M acetic acid solution. 2. 

16. The method of claim 14 wherein the sodium nitrite solution comprises 2 M ^ 
sodium nitrite and a pH color indicator reagent and the acetic acid solution has a ^ 
concentration of 0.3 M, wherein the 0.3 M acetic acid solution is added to the 2 M ^ 
sodium nitrite solution, and wherein said pH color indicator reagent changes color as ^ 
the 0.3 M acetic acid solution is added to the 2 M sodium nitrite solution. ^ 

17. The method of claim 10 wherein said sample receiving region further comprises ^ 
a buffer which neutralizes said liquid extract. • ^ • '* ' ^ 

18. The method of claim 10 wherein on^lateral flow immunochromatographic device / 
is laminated to a backing support strip and the remaining side is not covered. 



SeXf^BSdZZ^Ll 01 06E8 iSt? 6T9 



NOA-|>KNOA"1 ad 20:60 86. ST iDO 



^KTAVA/MBiECOPy 



19. The method of claim 1 0 wherein one lateral flow side of said lateral flow t 

.mmunochromatographic device is laminated to a backing suppoSp and the ^ 

remammg s.de is partially covered with a strip of plastic fSateriSi wh' ch aTowl L 3 

re^re^a S^^^j^- ^ ^^^^^ ^^^^^T 



(a) providing a lateral flow immunochromatographic device comprising a 
sample.receiving region of porous material in liquid flow contact wrth a 
separate detection region of porous material lUkJk 
wherein said detection region comprises CTteg9bti^ 5e)labelina 
reagent at a discrete labeling situs and an imrrloSllized capTure reagent at -7 
a discrete capture situ^nd a='H««i -7 
wherein said labeling reagent is a detectable label coupled to a binder S 
which specifically binds to said antigen to fomi a labeled complex and said 

^ . t T^i®"* *° ^ specifically binds to said antigen or to // 

said labeled complex; 

(b) extractirig said antigen from said sample with a liquid extraction solution 'fi 
compnsing one or two extraction reagents in an assay chamber wherein / 4 
said one extraction reagent is added to the assay chamber, to form a ,^ 
liquid extract, or wherein said two extraction reagents are added to said iL 
assay chamber in any order, to form a liquid extract; i^^J^i^Jk^ / 

(c) inserting said sample receiving region Into^iquidextracgKb^^^ 
Jh^ A, ^^'^ labelindHmid then throffgh said / ^ 

samplfSiT °^ °' manipulation of said 

(d) deterdi^ng the presence or absence of said antigen in said sample by 
detecting the presence or absence of said detectable label at said capture 2% 

Claims^-g'"* ^"^ coirespond substantially to the Examiner's proposed 

fh,» '^Pl'^^'^^.f^ave further clarified step (c) of claims 10 and 20 to more clearlv state 
that the immunodiagriostfc device is inserted into the liquid extract sample following the 
e)rtraction step. Spatial separation of the assay chamber from lateral fiJw SSiith 
.he sample receiving region of the lateral flow immunochromatographic assay device 
pemilts greater control over the length and efficiency of extraction, and the sensitivity of 
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